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ac) solution for intravenous and intramuscular Injections, 30 mg/mi

+ 272727ampules /
272727 amnvy

: 890001592362 Date of Analysis /

AHANUTHYECK NI oTyeT N Hara ananuza
Date of Manufacture / : April.2022

Hdara npons BOJICTBA

Clear colorless solution. /

Ipo3paymumit GecuseTHI pacteop.

Clear colorless to pale yellow solutjon,
/" Tlpospaynmrii becuseTHpil  py
CBETIO-XKENThIit pacTrop.

Identification /
Hoaauunocrs

The retention times of the main
peaks in the chromatogram of test
solution correspond 1o those in the
chromatogram of standard solution
of  ketorolac tromethamine and

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen

naproxen (Assay section) / Bpemena (Assay  section)  / Bpemena
YACPKUBAHUA OCHOBMBIX NMHKOB Ha YACPKUBAHNA  OCHOBHBIX mugop Ha
XpomaTorpane HCTIBITYEMOrO XpomaTorpamme HCTIBITYEMOro

pilCTB{Jpﬂ COOTBSTCTB}’[OT BpemeHnam
Yhoepansaumns OCHOBHBIX NUKOB Ha

pacteopa A0IKHEI COOTBETCTEORATS
BpeMeHam YAaepixnsaums OCHOBHBIX

XpoMmartorpamme CTanpaptHoro | nukop Ha Xpomatorpamme
PacTeopa Keroponaxa TpoMeTamiHa CTaHmapTHOTO pactOpa KeToponaka
M HANpoKceHa (Pasaen | Tpomeramitya H Hanmpokcena (pasgen

«Konnvecreennoe onpenencHuey) «Konnuecreennoe ofpeneneHuey)

Complies / Coorsercrayer The opalescence of the sample should
not exceed opalescence of reference
Suspension 1. / Onanecuenius
fipenapara He KoJKHA NpeBbImaTy,

ONAICC e HLIMIO 3TaloHa CpaBHeHus 1.

Not more than 0.20 at 430 nm. /
He 6onee 0,20 NPY NIHHE BOHEI
430 um.

Remarks : The Product confirms to ND/

[pumeyanue: Hponykr COOTBETCTBYET TpeGoBansay HJT
Prepared by / Checked by /
Hoarorosneno: Ankit [Tpogepeno: Praveshi Rana

Reprint Date /

Jlara: 20.05.2022

Conclusion : APPROVED /
3akmouenne: O] OBPEHO
Approved by: Manager/Executive /
Onobpeno: Metemicep / Pykosomurens
Amit Kumar f&_‘(,‘ ——

I' _-n

Reprint Date /
Hara: 20.05.2022

Reprint Date /
Hara : 20.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
 Hpoayxkr: Keropon" (ketoponak) pacteop ans si IYTPHBEHHOTO W BHYTPUMbBILUEHYHOTO BBEAEHUS, 30 Mr/Mn
Batch No / 1 V220324 Batch Quantity / : 272727ampules /
Cepns Neo Obbem cepun 272727 amnyn
Analytical Report No / : 890001592362 Date of Analysis / : 20.05.2022
ABamuTHyeckuii oryet No Jara anammsa
Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
JaTa nponssoacrea Tomen no
Analysis performed according ND / Ananus nposenen mo H: JITT-001365-170222

Page2 of 4/ Crp.2 n3z 4

6 Particulate matter / Mexannyeckue BK/II0YeHHs
6A Visible particles / Complies / CooTseTcTBYyeT Should correspond to requirements. /
Bunumble yacTuup! B coorBercTBUM ¢ TpeGoBaHMAMM,
6B Invisible particles /
HeBuauMsle yacTuupr:
i. Particles > 10 um / 199 not more than 6000 per ampoule /
YHacru pasmepom > He Gojtee 6000 Ha ammyny;
10 MxMm
ii. particles > 25 um/ 04 not more than 600 per ampoule /
4aCTHIL pa3MepoM > He 6onee 600 Ha ammyny.
25 MxM
7 Related substances / Poncreennbie npumMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %,
Impurity B / Ipumecs B Not detected / He oapyxena not more than 0.50 % / He 6oee
0,50 %j;
= Less than LOQ (LOQ = 0.033 %) / Huke
Impurity C / Ilpumecs C NPCIIEN KOIMECTBEHHOrO Onpesenchis not more than 0.50% / He Gouee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below limit of detection (LOD = 0.014 %)/ not more than 0.20% / He Gonee
Huxe npesena KoIMuecTBeHHOrO 0,20 %,
onpeaenequs (IMKO =0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunwqnas Heunentuduum- 0.06 % 0,20 %.
POBAaHHas MPUMECD
Total impurities / Cymma 0.27 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0mil/ 1.0 ma Not less than label claim (1.0 mL) /
\_ HsBiexaemelii 06bem He menee HomuHanbHOro (1,0 M) J
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: MpoaykT cooTseTcTRYET Tpebopanusam HJJ 3akmouenne: OTOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankit IIpoeepeno: Pravesh Rana Onobpeno: Menemxkep / PykoBoaurens
7 A Amit Kumar -
k,__'ﬂ" W f-§f—w— S
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.05.2022 Hara: 20.05.2022 Hara : 20.05.2022
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_Product Y

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Lpoaykr: Keropon™ (keToponak) pacTeOp uls BHYTPHEEHHOTO H BHNTPUMBILICYHOrO BBEAEHUS, 30 Mr/mn
Batch No / : V220324 Batch Quantity / 2 272727ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001592362 Date of Analysis / : 20.05.2022
AHanuTHYecKHUl oTueT No Hdara anannza
Date of Manufacture / : April.2022 Date of Expiry / : Mar.2025
Hara nponssoacrsa Tonen go
Analysis performed according ND / Ananns nposeged mo HJI: JITT-001365-170222

Page 3 of 4/ Crp. 3 u3z 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbubie <=0.725 ED/Mr tromethamine. / He Gonee 5,8 E3/mr
3HAOTOKCHHBDI KETOpOaKa TpOMETaMKHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / Jlomkxen O6bITh
CrepuabHOCTD (1415 KaXKA0i CTEPUIBHBIM.
15-0ii cepun)

11 Assay / Koanuecreennoe 30.25mg / 30.25mr From 27.0mg to 33.0mg of
onpegejeHue Ci5sH13NO;3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpomMeTaMus) B 1 M.
12 Alcohol content / Itanon 11.65 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
lpumesanue: ITpoayKT cOOTBETCTBYET TpehoBaHHIM H/JT

Conclusion : APPROVED /
3akawo4enue: OJJOBPEHO

Prepared by /
IToarorosieno: Ankit

Checked by /
ITposepeno: Pravesh Rana

Ay

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar A

N\ —

[Nt —
{

Reprint Date /
Hata: 20.05.2022

Reprint Date /
Hara: 20.05.2022

Reprint Date /
Jara : 20.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and Intramuscular injections, 30 mg/ml

Hpoaykr: Keropon™ (KeToponak) pactsop s BANYTPHBERHOrO M BHY TPUMBILEYHOMO BBCICHHMA, 30 mr/ma
Al ——— ) PAMBIIHEYHOrO BBEACH

Batch No / : V220324 Batch Quantity / 2 272727ampules /
Cepun Ne Obbem cepun 272727 amtiyn
Analytical Report No / : 890001592362 Date of Analysis / : 20.05.2022
[AHaNHTHYeCKHIT oTyeT No Aara ananusza

Date of Manufacture / : April.2022 : Mar.2025

Hara n OH3BO/JCTBA

Date of Expiry /
I'open 1o

Page4 of4/Crp. 4 y3 4
I mL in class | light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.
10 ampoules and a patient information
leaflet in a PV C/aluminum blister.
1 blisters in a carton pack;
For in-patient facilities: 2, 3, 5 blisters
In a carton pack. /
Io 1 wmn & aMnynsl 3
CBETO3ALIUTHOTO CTeK1a KOPHYHEROTO
MM TEMHO-KOPHMYHEROro  npera
kiacca I (USP). B BEpXHell wacTy
aMIlyJIbl HAHECEHBI KONBLO U TOYka
And pasnoma. Ha amnyny vaknensaror
ITUKETKY.
[lo 10 amnyn ¢ HHCTPYKLHE no
NPHMEHEHHIO MOMeLIarT
8 [IBX/amomunnmesniii Onucrep.
o 1 6nucrepy 5 Na4YKy KapTOHHYIO;
AT CTauMOHapos: mo 2, 3 B
Onierepos B nayky KapTOHHYIO,

.

°C. Do not freeze. / B 3aLHIIEHHOM
we 25 °C. He 3amopasupars.

I mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule,

10 ampoules and 2 patient
information leaflet in a
PVC/aluminum blister.

! blisters in a carton pack. /

Mo 1 wmnx 3 aMmIlynel 3
CBETO3ALIUTHOTO CTeK1a
KOpHYHEBOro kijacca | (USP). B
BEPXHEll 4acTH amnynbl Hanecemp
KOJIBLO 1 TOYKa A8 pasnoma. Ha
aAMIIYNly HaKIEHBaIOT STHKETKY.

o 10 amnyn ¢ HHCTPYKLHEH Mo
NPHMEHEHHIO NOMELar0T
B [IBX/anomunnensiii Omncrep.

Io 1 Onyucrepy B MavKy KapToHHYI0.

Packaging / Ynakopxka

According to ND /B CoOTBETCTRBHH ¢ H

In a place protected from light below 25
OT CBeTa MecTe mpy TEMIEpaType He Bbl

Storage conditions /
Xpauenne

3 years. /3 roga.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| [Tpumenanue: [Iponyxr COOTBETCTRYCT TpeboBanusm HJT 3akiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneno: Ankit [poeepeno: Pravesh Rana Onobpeno: Menemxkep / Pykosopurens
? ' A Amit Kumar f\‘__“ S
(£ Y =
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.05.2022 Hara: 20.05.2022 Hata : 20.05.2022
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